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1 INTRODUCTION

1.1 BACKGROUND

Anxiety affects around a quarter of stroke patients and can be disabling. A Cochrane review
in 2017 concluded that the three randomized controlled trials (RCT) of anxiety intervention in
stroke carried high risk of bias and were of small sample size, thus provided insufficient
evidence to guide treatment.

We carried out an observational study using psychiatric interviews to determine the
commonest anxiety subtypes and anxiety-provoking situations to inform the targets of a
psychological intervention. Based on these findings we developed a complex intervention
consisting of cognitive behavioural therapy (CBT) techniques specifically adapted to the
anxiety issues reported by patients following a stroke or transient ischaemic attack: the TASK-
CBT intervention.

Scientific basis for TASK -CBT

Phobic disorder was the predominant anxiety subtype after stroke (Figure 1) in our
prospective cohort (n=175), consistent with three earlier studies that conducted psychiatric
diagnostic interviews (1). Phobic anxiety is characterized by fear disproportionate to defined
situation(s) and marked avoidance. Generalized anxiety disorder (GAD) is persistent &
unremitting anxiety about multiple daily events. In non-stroke populations, exposure therapy is
effective at treating phobic disorders in RCTs(2), while GAD responds to selective serotonin
reuptake inhibitors, short-term benzodiazepines, and/or other cognitive behavioural
techniques e.g. cognitive restructuring, problem solving(3, 4). Anxiety disorder at 3 months
post-stroke was associated with poorer functional independence and quality of life even in a
mild stroke & TIA sample(5).

We hypothesize that an intervention that does not target phobic anxiety after stroke is not
effective at alleviating anxiety symptoms and will not improve functional independence and

quality of life after stroke.
Figure 1. Frequency of phobic disorder and GAD at 3 months after stroke (n=175) 5)

Phebic disorder GAD

18
(10%)
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To include exposure therapy in CBT there must be defined feared situation(s)/ stimuli. We quantified in our observational

study, for the first time, the common anxiety-provoking situations/stimuli and maladaptive cognitive patterns affecting
stroke survivors (Figure 2), and their associated avoidant behaviour. These findings informed targets for cognitive
restructuring and exposure techniques used in the TASK-CBT intervention.
Figure 2. Common anxiety -provoking situations/stimuliin ~ 38/175 with anxiety disorder )(5)

® with anxiety disorder

1) Travelling more than a distance from home T T T ———————————— 7 | %,
2) Going out of the house alone T —————— 5 8/,
3) Going into crowded place T EEE——— 7 (%

4) Using public transport S————5 3/,
5) Standing in a queue T———————— 379/,

6) Situations with other people e.g. speaking, eating T — — ) 329
7) Physical exertion m— 0%,
8) Being alone at home m———— 370/
9) Headaches s 180,
10) Stroke recurrence TEE——————————— () O/,

11) Falling me——— 70,

0% 20% 40% 60% 80% 100%
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The TASK-CBT intervention and TASK -Relax (active comparator)

TASK-CBT intervention: Telephone -guided web -based CBT
There are two key modes of delivery within the TASK-CBT intervention:

1) A course of 6 weekly telephone -guided sessions (30-40minutes each) delivered over 6-12 weeks using
the O6TASK 't her api st Bherapist damyu sirbke r&althr prafessionhl® stroke nurse, rehab
therapist, stroke doctor) receives training by Dr Alan Carson. Therapist meets with Dr Carson and reviews
record. All telephone-guided sessions are audio-r e cor ded and transcribed to
record.

2) TASK-CBT treatment website displays information, graphics, treatment videos, and online tasks covering all

components of TASK-CBT

For participant O gisit BXXXRXEXKXKX®. N C € , pl ease
Temporary login: XXXXXXXXXXXXX PassSWOrd: XXXXXXXXXXXXX

The active comparator intervention: TASK  -Relax website
1 TASK-Relax is an online self-guided course of relaxation techniques.
1 One telephone session (20 minute) at the start to guide participant how to use the TASK-Relax website
I The course is structured with 5 online tasks. An introductory video (with subtitles) provides simple instructions on
how to use the TASK-Relax website throughout the trial period.
1 The tasks contain videos of breathing exercise, muscle relaxation, relaxing imagery and sound clips to teach
participants various relaxation techniques

i Participants are encouraged to take at least 5 minutes to practice a relaxation task daily in the long-term

For participant s BXXXRXEXKXKXBXRXE €, pl ease
Temporary login: XXXXXXXXXXXXX PasSSWOrd: XXXXXXXXXXXXXX
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Additional features common to both TASK -CBT and TASK-Relax intervention

Ongoi ng 0 anyttothmeeabocated websgesup to the end of the TASK trial period

Useful links to external stroke resourcesd Chest Heart Stroke Scotland and Stroke Association
websites

1 Regular text reminders to improve intervention adherence & completion of data collection in the
TASK trial. The text reminders continue throughout the trial period until data completion at primary
endpoint

Every participant is informed they will receive access to the website given to the other group

Every participant receives a TASK participant card as follow :

=a =

=a =

. -.'.,' NHS CHIEF
5 SCIENTIST
TO $ I( 3 e~ OFFICE

A clinical trial of web-based treatments for anxiety after stroke
Participant card

Your first allocated treatment website: www.tasktreatment2.org
TASK CBT participant

Your login: card front
Your password:
Please do not pass on your login details to other people
Contact us if you require assistance
TASK mobile: 0745 320 7061
Email: task.trial@ed.ac.uk
Date Day Time Continue to use the website to help you manage
Sessions your anxiety
L ~ tascs[] |Handy tips
2 — Task2[] | @ Monitor your anxious feelings, thoughts and
o s3] | Q Challenge unhelpful thoughts TASK CBT participant
4 - Task4[] Have a conversation with yourself card back
Be kind to yourself
5 —— TASKs[ ]
[ J— -~ TASK6[] a Frightened of a specific situation?
Face your fear in small gradual steps
Study Survey 1 I Stay until the anxiety level starts to decrease

Study Survey2 1 | You will receive alink to the treatment given to the
other group on completion of Study Survey 2

Feedback Survey ]

10
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A clinical trial of web-based treatments for anxiety after stroke

Participant card

Your first allocated treatment website: www.tasktreatment3.org

Your login:

Your password:

Please do not pass on your login details to other people

Do not hesitate to contact us if you require assistance

TASK mobile:
Email:
Date Day Time
Sessions
1
2
3 o
4 B
5 —
6 B
Study Survey 1

Study Survey2

Feedback Survey

TASK 1]
Task 2[_]

Task3[_]
TASK 4[]
TASK 5[]
TASK 6]

O
[

O

0745 320 7061
task.trial@ed.ac.uk

Continue to use the website to help you manage
your anxiety

Handy tips
@) Monitor your anxious feelings, thoughts and
Q Challenge unhelpful thoughts

Have a conversation with yourself
Be kind to yourself

Q Frightened of a specific situation?
Face your fear in small gradual steps
Stay until the anxiety level starts to decrease

You will receive a link to the treatment given to the
other group on completion of Study Survey 2

TASK protocol
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TASK-Relax
participant card front

TASK-Relax
participant card back

11
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1.2 RATIONALE FOR STUDY

Research question
Is it feasible to compare the effectiveness of the telephone-guided web-based TASK-CBT with web-
based self-guided TASK-Relax in a web-enabled randomized controlled trial?

Why is this study important to patients, health service and current policies?
Anxiety problems afters stroke are common and disabling. There is little research evidence to guide
how to treat anxiety after stroke. Access to psychological care after stroke is difficult. We need to
deliver an anxiety intervention to large number of stroke and TIA patients, efficiently and
economically to ensure its long-term sustainability in the NHS. Our intervention is developed in line
with the Scottish Mental Health Strategy for 2017-2027.

Treatment to be tested

We know that cognitive behavioural therapy (CBT) works for anxiety in people who have not had a
stroke. Many anxiety issues reported by stroke patients can potentially be targeted by CBT. We
developed CBT treatment that are specifically tailored to stroke survivors. Before we can provide
TASK-CBT to a large population of stroke survivors, we need to test whether these treatments have
any real benefits to patients in a clinical trial setting.

Feasibility of our method to minimize bias in a RCT of psychological intervention
The type of comparator group in an RCT of psychological intervention can influence effect size(6).
Rat her than using a Otr eat me n tas cansparates, we dredconfpariad)) or
group receiving TASK-CBT & group receiving TASK-Relax (active comparator).

Establishing any harms of our intervention
It is not clear, but important to establish whether there is any potential harm of a telephone-guided
web-based CBT intervention for stroke and TIA patients. We will do that by asking participants to
complete a feedback survey at the end of the study period.

Feasibility in conducting a nationwide web-enabled RCT conducted by a single centre

We designed the trial procedures with the view of conducting a large-scale clinical trial that will
recruit nationwide from a single centre in the future. We will use the feasibility data from this present

study to refine our trial design.

Feasibility of measuring objective outcomes using a wrist-worn wearable device (a substudy)

Wearable device can collect objective physiological and behavioural measures, complementing and

potentially replacing self-reported outcomes used in clinical trials of a wide range of interventions in

12
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stroke and TIA patients. In a substudy we will assess the feasibility and acceptability of the

GENEActive Original device in a clinical trial setting of stroke and TIA patients with anxiety.

2 STUDY OBJECTIVES

2.1 OBJECTIVES
2.1.1 Primary Objective s
Objective 1: Feasibility of web-enabled RCT procedures
Objective 2: Feasibility of TASK-CBT & TASK-Relax interventions
Objective 3: To establish any harm arising from TASK-CBT or TASK-Relax interventions

2.1.2 Secondary/ s ubstudy objective s

Objective 4 : Feasibility of wearing wrist-worn device (GENEActiv) for up to 210 days

2.2 ENDPOINTS
2.2.1 Feasibility outcomes
For o bjective 1: Feasibility of t rial procedures

a) Feasibility of online 6 Si g n u p & elgetronmiccirdosireed consent form (ICF)
i. Number of participants recruited per month

ii. How were participants recruited?
1 Self-recruited via website (%)
fvia website with TA®BK teamds assistance
9 In person, not via website (%)
iii. How did participants complete ICF?
9 Electronic ICF(%)
o actually eligible (%)
9 Paper ICF (%)

b)  Feasibility of remotely confirming eligibility of potential participants with 3 different method
Time (in days): date of randomization i date of data request made
1 viaTRAK
9 via general practice request for summary sheet to be faxed/ emailed (via
nhs email) to TASK researchers

9 via Scottish Stroke Care audit

c) Feasibility of online self-completed surveys at data collection time points (% completion)
1 Pre-randomization (TO)
1 At end of interventiond between 6-12 weeks (T1)

1 At primary endpoint between 20-30 weeks (T2)

13
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For o bjective 2: Feasibility of assessing intervention f idelity (delivering intended content)

a) Datarecorded by therapistonthe 6 TAEBT Ther api st 6s (TA8KABA|I & r eco

only)
A which content(s) has been delivered, and in which session

b) A third person from outside the TASK research team validatesthether api st 6s record
anonymised transcript of audio-recording for each telephone session (TASK-CBT only) (%
agreement)

c) Website analytics to analyse usage of website content and videos (TASK-CBT & TASK-
Relax)

1 Duration spent on each page of TASK-CBT website (minutes) vs TASK-
Relax

d) Completion of online tasks (TASK 1 - 6): data automatically captured on RedCap (TASK-
CBT only) (%)

For objective 3: To establish any unwanted effects arising from TASK -CBT or TASK -Relax
interventions

a) Online participant feedback survey at the end of data collection at T2
1 % participants found the allocated intervention helpful for their anxiety
1 % participants reported unwanted effects from allocated intervention
1 Free-text feedback

For Objective 4 (Substudy) : Feasibility of wrist -worn device for measuring objective outcomes
a) Duration of useable data from device in total (days)

b) Practical issues on delivering and collecting the device by courier service/ recorded
delivery at the start, and at 60 day intervals throughout the trial period (free-text)

14
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3 STUDY DESIGN

1 A parallel randomized controlled trial comparing TASK-CBT and TASK-Relax

Study schematic

Week 0 6-12 weeks 20-30 weeks 40 weeks

Data collection Data collection Data collection

(T0) (T1): (T2): I User feedback I

- e ——

w
2
=
: : 4
» Weekly text reminders & useful links =
o )
3 | TASK-CBT .E
5 | (Website + 6 telephone therapy sessions + online tasks + ongoing access to website) ©
v | 2 s
(%}
c =
(o] New access to TASK-Relax E
=] website =
© 2
N =
[=]
S 32
o T
© o
% New access to TASK-CBT =
o website
~ TASK-Relax
o | (1 website + telephone at the start to give instructions+ online tasks + ongoing accessto
5 website)
G} Weekly text reminders & useful links
-
Substudy of wrist-worn device: GENEActiv 1
.

1 Method of masking/ blinding of participants to intervention allocation:

o Participants are informed they will receive all TASK treatments designed for this trial by the
end of the study period

o0 Both interventions are referred to as TASK treatments in Participant Information Sheet (PIS)

The PIS electronic and paper versions) simply states that we are testing different treatments:
ways to overcome anxiety, relaxation techniques, useful videos, weekly tasks, regular text
reminders

o Participants are not aware of what type of treatment is given to the other group until they get
access to it after the primary endpoint

1 The purpose of this design is to reassure participants that they are getting an active intervention

1 Substudy of the wrist -worn device GENEActiv Original

0 The GENEActive Original device is a CE-marked wrist worn device used for in may research
studies. https://www.activinsights.com/actigraphy/geneactiv-original/

0 The device measures light, temperature and acceleration data

Participants in this substudy are asked to try to wear this watch as continuously as possible
for up to 60 days

15
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o Simple instructions will be given to wear it on the non-paretic hand; avoid covering the light
sensor; remove for shower/ bath and put it back on afterwards; remove if any skin irritation
occurs and inform the TASK research team

STUDY POPULATION

NUMBER OF PARTICIPANTS

We aim to recruit 40 participants into this feasibility RCT from NHS Lothian, 20 of whom for the
substudy of the wrist-worn device

INCLUSION CRITERIA
1. Diagnosis of stroke (ischaemic, haemorrhagic), probable or definite transient ischaemic attack
(TIA) & ocular TIA
1 For clinic patients diagnosis has to be at least one month ago
1 For ward patients, at least one month after discharge to community
2. Age 18 or over
3. Has access to internet and telephone

4. Has anxiety symptoms (at least one positive response to the 6 anxiety questions o n  tSigreup 6
f o r) amd would like to receive treatment

5. Has capacity to give informed consent
6. Able to talk on the telephone (assessed by research team + verbal fluency test on telephone)
7. Living within Lothian (all EH postcodes and FK1)

EXCLUSION CRITERIA

Non-English speaking

Already taking part in a clinical trial of treatment (drug or non-drug) intended to improve psychosocial
outcomes e.g. stress, anxiety, depression, emotionalism, fatigue, social functioning, quality of life (as
taking part in our study would affect the results in another trial)

*Being on a mood altering medication is not an exclusion criterion in TASK. We record whether

participant is on a mood-altering medication during our data collection.

4.4

CO-ENROLMENT

Participants cannot be co-enrolled to other clinical trials of treatment (drug or non-drug) intended to
improve psychosocial outcomes e.g. stress, anxiety, depression, emotionalism, fatigue, social
functioning, quality of life as co-enrolment is likely to influence outcomes in these trials

o Our study sign-up form includes a routine question on whether the potential participant has
already enrolled onto another research study. This is verified by the TASK research team

Co-enrolment in an observational study, including one measuring psychosocial outcomes is
permitted, but we will ask participant to first consider the potential burden of taking part in more than
one research study.

o Burden of co-enrolment in another observational study on psychosocial outcomes
A Similar questionnaires
A Follow ups may coincide with telephone sessions within TASK-CBT intervention

Once enrolled onto the TASK trial we will make an entry onto TRAK record

16
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5 PARTICIPANT SELECTION AND ENROLMENT

5.1 IDENTIFYING PARTICIPANTS

There are two methods of identifying potential participants. All methods encourage potential
participants to visit the TASK recruitment website www.task4stroke.org where potential participants
can begin the online sign up process themselves.

Recruitment method
Prospective recruitment

Discharge from ward or TIA clinic

‘ I might have anxiety
problems...
Potential participants may be identified via any

of the following
1. Telephone anxiety screening at 1 month
2. Seen by CHSS nurse/ rehab therapists/

other clinical staff in community
3. Seen by stroke doctors/ nurses at clinic/

hospital
4. Potential participant finds out about TASK
study via publicised information
\ visit www.task4stroke.org

Task Task

Information Sign up form

Anxiety problems?
Consider talking to your GP or taking part in
TASK trial
visit www.taskdstroke.org

= =

I would like to
take part

Retrospective recruitment

I might have anxiety

Database » m problems...

SHARE
Stroke Care Audit Letter from treating
physician

For participant 6s ewvy.mBskdstokeor, pl ease visit

i) Prospective recruitment:

Participants who are identified as having anxiety symptoms by clinical staff or at 1-month
telephone screening* are encouraged to visit www.task4stroke.org

*part of c¢clinical care, as recommended by the | at
Edition 2016 (2.12.1).

i) Retrospectively:

TASK researchers Dr Yvonne Chun, Prof Martin Dennis, Prof Gillian Mead, and Dr Will Whiteley
are also part of the direct care team for stroke and TIA patients at the Royal Infirmary of
Edinburgh. They will identify potentially eligible participants from the Scottish Stroke Care Audit

17
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database and SHARE (www.registerforshare.orq) and check eligibility on hospital electronic

health system (TRAK).

Letters of invitationandad TASK busi

ness

to dhe pbtential pattitipariseon s e n t

behalf of their treating physician. The letter advises patients to either seek GP advice or consider
taking part in a clinical trial by visiting www.task4stroke.org if they are experiencing anxiety

issues

We will publicise the TASK recruitment website www.task4stroke.org by disseminating TASK

O6busi
charities.

ness cardo,

TASK study recruitment website 6 b u s i n

esso

Ceontre for Clinical Brair

40 Lithe France Crescent, EH16 458

Any interested potential participant can either

i. sign up themselves usingthe 6 Si g n

g NHS oo

Task ® T
A clinical trial of wab-basad treatmaents for anxiety after stroke
Find out more & sign up st Www.taskdstroke.org
Chief investigator: Dr Yvonne Chun

(Stroke Physician and Clinical Researcher)
TASK bl 0745 320 7061
Emai I task triaiged. ac.uk

isnces, University of Ednburgh

Pl S wi d aslagoveaan socia medib &nd viasstrokeo k e

card

uop wwiwdaskesiroke.org

ii. contact the TASK research team by phone/ email for assistance in completing the online 6 Si g n

up f orrequéstits paper version

5.2 CONSENTING PARTICIPANTS

Thereisathree-s t e p

Three-step eligibility confirmation and consenting

Task
Sign up form

1 2

Task

research team

el i pabi bhtgndoabdbnsenting

» Verify details & eligibility given

processé®6

by potential

participant using electronic records

4

TASK team telephones to confirm eligibility & consent, collect baseline data, randomise and commence treatment

—

/ Al confirmed.

| We will start your TASK

)Y treaiment now
. o _-“‘H—‘—;

e

3

Task

research team

TOsk

Treatment Website

Start treatment

www.tasktreatment2.org

or

L L

1  TASK researcher phones potential participant, confirms eligibility and consent.,
countersigns electronic consent form and emails a copy to participant

www.tasktreatment3.org

18
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1) Potential participant completes online 6 Si g n  whichfcamprises of A) Eligibility checklist, B)
Informed Consent Form (ICF), and C) Personal details

2) TASK research t eam details and eligibgdity gnahe 6 8§ c g p a dwyp adcking m 6
TRAK/Scottish Stroke audit/GP summary sheet

3) TASK research team phones potential participant for final verification of identity, eligibility, and
confirmed the potential participant has personally provided the electronic signature on the ICF. TASk
researcher countersigns the electronic consent form, emails copy to participant

Once 3) is completed, while still on the telephone with the participant the TASK researcher

compl etes baseline data coll ec[@dsumwey) i ncluding pa
randomizes participant and provides login and password for the allocated treatment website

schedule the first telephone session for TASK-CBT participants

provides simple instructions for TASK-CBT and TAS- relax participants to log on to their
treatment website

The TASK researcher also
sends participant an electronic copy of the fully signed informed consent form by email
sends participant a TASK participant card for the allocated treatment by post

B
B

B

B

B

Other considerations
1 Interested potential participants are encouraged to read all the information on the PIS (website
or paper), and take as much time as they need before completingthe 6 Si gn up f or mé
91 Paper version of the TASK study ICF is available on request
1 Easy-accessversiono f Bipe ©p isfawitabddonline with text-to-speech function
A Potential participants with sight impairment should complete this version with assistance
from family member/ friend

5.2.1 Withdrawal of Study Participants

Participants are free to withdraw from the study at any point or a participant can be withdrawn by one of the
TASK trial investigators. If withdrawal occurs, the primary reason for withdrawal will be documented in the
par t i c iage eepott fioren, ifgossible. The participant will have the option of withdrawal from

(all aspects of the trial but continued use of data collected up to that point

(ii) all aspects of the trial with removal of all previously collected data.

(iii) all aspects of the trial with removal of previously collected

ABopping r ul etsion uaantdi ofind icsrciotner i a o
1 Participant loses capacity during the study period
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6 STUDY ASSESSMENTS

6.1 STUDY ASSESSMENTS

Who completes the TO: baseline

assessment(s) (before randomization)

Participant Generalized Anxiety Disorder-7
(GAD-7)
Fear Questionnaire (FQ)
Patient Health Questionnaire-2
(PHQ-2)
Modified Rankin Scale (mRS)
EuroQol5D5L-Visual Analog Scale
(EQ5D5L-VAS)

TASK-CBT

participant only

TASK researcher

TASK Therapist

Wearable device
(GENEActiv)

Demographics

Date of index event
Diagnosis

Current psychiatric treatment
Past medical history

Past psychiatric history

Audio-recording of all 6 telephone-g ui d e d

Wearable for the entire study period (20-
30 weeks)

T1: at end of
intervention
(6-10 weeks post
randomization)

GAD-7

FQ

PHQ-2

mRS
EQ5D5L-VAS

On medication for

mood or anxiety Y/N

T2 primary
endpoint:
(20-30wks post-
randomization)

GAD-7

FQ

PHQ-2

mRS
EQ5D5L-VAS

On medication for
mood or anxiety
Y/N

Throughout the first intervention (TASK-CBT

only):

5 online TASKs--self-completed questions

sessions

TASK protocol
V3 1.12.17
228995

Participant
feedback on first
intervention

T h eorradpbi s t
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TASK protocol
V3 1.12.17
228995

7 DATA COLLECTION

1 All data collection, including the consent form is carried out online via electronic data collection
instruments created in REDCap (Research electronic data capture, hosted by the University
https://redcap.cir.ed.ac.uk/)

1 The detailed security arrangements of REDCap are found in 11.2.7

1 Our websites provide web links for participants to click on. Once clicked participants are taken to the
relevant redcap web address to complete the questionnaire (see diagrams below).

T All personal data are stored on the REDCap database,
(see 11.2.7)

1 Otherthantheparti ci pant 6 s emai | alaatadareergesed onrthe wabsitass o n

The following diagrams demonstrate how a | | of Tdafaldre tollectadlf d® m t he initial 0si

1) The REDCap6 Si gn up for mé
Potential participants are interested in taking part in the TASK trial and visits our website
www.task4stroke.org

1 Byclickihgon6iSgn u pbutforoparttcd pant i s taken t o ahdRedbCthepds web
University of Edinburgh, where participant can enter their detailsonthe6si gn up f or md

1 All data entered are stored in the REDCap database at University of Edinburgh

www.taskd4stroke.org R E Dc a p
Click on ‘sign up form’ ﬁ at University of Edinburgh

https://redcap.cir.ed.ac.uk/surveys/?s=XYTNWSAWBSBA

BNAPER  qackstudy)

Troating Arxioty after ST0Ko

F-aiopar kemtion ind Rectant) FOSCORLEI0S 2000 This is where you enter your personal dat:
(WO U ST W Tty WP S TR WEO RO sum e[ ST ST

| have read the information on this website

| would like to sign up to take part in the TASK study W S G
Please complete our online secure sign-up form ator: DrYvonne Chun (stroke doctor and clinical resparch follow)
h team mobile: 0745 320 7061
1. Check you are eligible to take part TASK research leam email 1ask nal@ed ac.uk
2. Complete cansent form ]
3. Complete personal details so we can verify your eligibility Treating Anxiety after Stroke (TASK) study sign-up
4. Qur team will contact you by telephone within 3 - 5 working days form
.8 - Trouble reading? Click on the speakar burion on the left hand side of each question
1
m !! k"‘l‘
& TASK electronic ICF version 1 143
o |
Trouble reading? 1 () Eligibility checklist

Please answer these questions to check you are eligible to take part in the TASK study

Use the ‘text-to-spaach’ button for each question on the "Sign up form' E
Y 1) During the past 2 weeks | have been bothered by

worrylng too much about different things l Yes | e J

< Have you aveided the follewing situation(s) because e =
of fear or other unpleasant feelings? w ] Py

or ask someone (a family member or friend) to read it out loud for you

2} walking alone in busy streets

a 3) going Into crowded shops

Visit www.task4stroke.orgt o see example of the &é6Sign up for mb
This form also comes in paper version as the TASK ICF

On this REDCap O0sign up formd potential participan
their personal data which they provide on this form--surname, last name, date of birth, postal
address, telephone number.
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2) TASK researcher confirms consent and collect baseline (TO) data over the phone.
1 TASK researcher
phones the potenti al participant who has col
confirms eligibility and consent over the phone
countersigns the electronic consent with an electronic signature
emails participant a copy of the countersigned consent form
collects baseline data from participant over the phone
randomizes the participant into one of two treatments
provides login instruction and email address to the treatment website
makes a telephone appointment (if allocated to the TASK-CBT group)

O O O O O o o

3) The 5online tasks on the TASK-CBT website (www.tasktreatment2.0rg)

By clicking ®utongpaticipantd Takes 6 the relevant REDCap web address hosted
by the University of Edinburgh, where participant can complete a simple questionnaire. Diagram
bel ow shows what happens when participant <clicks or

Visit www.tasktreatment2.org (Temporary login: tasktrialteam@gmail.com password: talt7061) to see
these online tasks.

4) Follow up surveys at T1 and T2

We use the REDCap database management system to send participant an email (see example below)
containing a link (url) to the follow up survey. Clicking on the link takes the participant to the REDCap
survey at University of Edinburgh
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